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Name of device 

Trade or proprietary name:            ParieteneTM Macroporous Mesh 
 

Common or usual name:               Surgical Mesh 
 

Classification name:                      Mesh, Surgical, Polymeric 
 
Classification panel:                    General and Plastic Surgery (79) 

 
Regulation:                                    21 CFR 878.3300 

 
Product Code:                              FTL 

 
Legally marketed devices to 

which equivalence is claimed:  PROLENETM  

Soft (Polypropylene) Mesh (K001122) Parietene™ 
Flat Sheet Mesh (K140941) 

 
Reason for 510(k) submission:  To obtain market clearance of the ParieteneTM Macroporous Mesh. 

 
Device description:                     The  ParieteneTM   Macroporous  Mesh   
is  a  non-absorbable  synthetic surgical mesh made out of  bi-
dimensional monofilament polypropylene textile. The Parietene™ 
Macroporous mesh is offered in a flat sheet and pre-cut mesh.  The pre-
cut mesh facilitates the repair of inguinal hernias via the anterior 
approach using a tension free technique. 
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ParieteneTM Macroporous Mesh 

 
Intended use of the device:       The ParieteneTM Macroporous Mesh is 
intended for the reinforcement of soft tissue where weakness exists during 
surgical repair. 

 
Indications for use:   The ParieteneTM Macroporous Mesh is indicated for 
the repair of hernias or other fascial deficiencies that require the addition of 
a reinforcing material. 

 
Summary comparing the   
technological characteristics  
of the subject and predicate 
devices:                   The subject ParieteneTM Macroporous  Mesh is substantially equivalent to the 
       predicate device PROLENETM Soft (Polypropylene) Mesh (K001122) in 
       terms of design for the following  technological characteristics:                   
     -  Indications 

-  Polypropylene textile performance 
-  Design: flat sheet meshes with similar shape and size. 

 
The subject ParieteneTM Macroporous Mesh is substantially equivalent to 
the predicate device Parietene™ Flat Sheet Mesh (K140941) in terms of 
design for the following technological characteristics: 

- Polypropylene material 
- Design: flat sheet meshes with similar shape and size. 
 

Performance data:    Bench testing has been conducted in accordance with FDA’s  Guidance for the 
    Preparation of a Premarket  Notification Application for Surgical Mesh issued 
    March 2, 1999 to  evaluate the performance characteristics of the subject 
    ParieteneTM Macroporous Mesh. The following mesh characteristics were  
    assessed:  mesh  thickness,  pore  size,  surface  density,  bursting strength, 
    bursting  distension, breaking strength, elongation at break, tear strength, 
    suture strength. 
 

The bench results demonstrate that the device is substantially equivalent to 
the predicate PROLENETM Soft (polypropylene) Mesh (K001122). 

 
ParieteneTM  Macroporous Mesh is made out of material that has been 
evaluated  for  biocompatibility  in  accordance  with  ISO  10993-1  for  a 
permanent implant, a recognized standard by FDA (#2-179). 

 
ParieteneTM Macroporous Mesh shelf-life has been demonstrated by the 
stability results of the material and the ability of packaging to maintain 
product sterility per sealing. 

 
In conclusion, all testing  demonstrates  that  the  subject  Parietene™ 
Macroporous Mesh is substantially equivalent to the predicate Prolene™ 
Soft Mesh. 
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